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DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services
Midwest Division of Survey and Certification

CENRTERS FOR MEIRUARY & MEBICAED SERVICES

CMS Certification Number: -

September 23, 2016
{Via Overnight Mail)
President/CEQ
Indiana Donor Network
Dear Administrator:

On September 20-22, 2016, the Centers for Medicare & Medicaid Services (CMS) conducted a
Medicare substantial allegation (complaint) survey of the Indiana Donor Network.

Based on the survey results, CMS has determined that the Indiana Donor Network does not meet the
conditions for coverage for organ procurement organizations (OPOs), and is out of compliance with
the condition for coverage listed below. Regulations at 42 CFR § 486, Subpart G for Organ
Procurement Organizations require that an organ procurement organization must be in compliance
with the applicable conditions for coverage.

42 CFR § 486.344 - Evaluation/Management of Potential Donors & Organ Placement and Recovery

We have determined that the deficiencies are so serious they constitute an immediate threat to patient
health and safety. In addition, your OPO was found out of compliance with the following condition for
coverage:

42 CFR §486.348: Quality Assessment and Performance Improvement (QAPY)

We have determined that the deficiencies are significant and limit your OPQ's capacity to render
adequate care and ensure the health and safety of your patients. Enclosed is a complete listing of all
deficiencies cited.

Enclosed is form CMS-2567, Statement of Deficiencies and Plan of Correction, documenting the
Condition- and Standard-level deficiencies found during the recent survey. All deficiencies cited on the
CMS-2567 require a Plan of Correction (PoC). You are required to respond within five calendar days
of receipt of this notice. Please indicate your corrective actions on the right side of the form CMS-2567
in the column labeled "Provider Plan of Correction”, keying your responses to the deficiencies on the
left. Additionally, indicate your anticipated completion dates in the column labeled "Completion Date.”

An acceptable PoC must contain the following elements:

1. The plan for comrecting each specific deficiency cited;
2. Efforts to address improving the processes that led to the deficiency cited;
3. The procedure for implementing the acceptable PoC for each deficiency cited;
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4. A completion date for correction of each deficiency cited;

5. A description demonstrating how the OPO has incorporated systemic improvement actions
into its Quality Assessment and Performance Improvement (QAPI) program in order to
prevent the likelihood of the deficient practice from reoccurring;

6. Procedures for monitoring and tracking to ensure that the PoC is effective and that specific
deficiencies cited remain corrected and/or in compliance with the regulatory requirements;
and

7. The title of the person responsible for implementing the acceptable PoC.

A PoC for the deficiencies must be submitted by September 29, 2015, to:

Centers for Medicare & Medicaid Services

The correction dates on the Plan of Correction must be no later than October 13, 2016. There will be
a review following receipt of a credible allegation of compliance.

You must sign and date the bottom of the first page of the CMS-2567. You should be aware that copies
of the Form CMS-2567 and subsequent plans of correction are releasable to the public upon request in
accordance with the provisions at 42 CFR § 401.133.

Deficiencies which resulted in non-compliance with the conditions for coverage must be corrected in
order for payment for covered organ procurement services to continue. CMS will terminate your
participation in Medicare if you do not achieve compliance with the conditions for coverage by
October 18, 2016.

If you are satisfied with this decision, you do not need to take further action. If you believe that this
determination is not correct, you may request a final Administrative Law Judge (ALJ) review. To do
this, you must file your appeal within 60 calendar days after the date of receipt of this decision.

You must file your appeal electronically at the Departmental Appeals Board Electronic Filing System
Web site (DAB E-File) at https://dab.efile. hhs.gov. To file a new appeal using DAB E-File, you first
need to register a new account by: (1) clicking Register on the DAB E-File home page; (2) entering the
information requested on the "Register New Account” form; and (3) clicking Register Account at the
bottom of the form. If you have more than one representative, each representative must register
separately to use DAB E-File on your behalf.

The e-mail address and password provided during registration must be entered on the login screen at
https://dab.efile hhs.gov/user sessions/new to access DAB E-File. A registered user's access to DAB E-
File is restricted to the appeals for which he is a party or authorized representative. Once registered, you
may file your appeal by:

e Clicking the File New Appeal link on the Manage Existing Appeals screen, then clicking Civil
Remedies Division on the File New Appeal screen and,

e Entering and uploading the requested information and documents on the "File New Appeal- Civil
Remedies Division" form.
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At minimum, the Civil Remedies Division (CRD) requires a party to file a signed request for hearing
and the underlying notice letter from CMS that sets forth the action taken and the party's appeal rights,
All documents must be submitted in Portable Document Format ("PDF"). Any document, including a
request for hearing, will be deemed to have been filed on a given day, if it is uploaded to DAB E-File on
or before 11:59 p.m. ET of that day. A party that files a request for hearing via DAB E-File will be
deemed to have consented to accept electronic service of appeal-related documents that CMS files.
Correspondingly, CMS will also be deemed to have consented to electronic service. More detailed
instructions on DAB E-File for CRD cases can be found by clicking the CRD E-File Procedures link on
the File New Appeal Screen for CRD appeals.

If you do not have access to a computer or internet service, you may file in writing, but must provide an
explanation as to why you cannot file submissions electronically and request a waiver from e-filing in the
mailed copy of your request for a hearing. The mailed request should be sent within 60 days of receipt of this
notice to the following address:

Departmental Appeals Board
Department of Health and Human Services

Appeal rights can be found at 42 CFR Part 498. The regulation explains the appeal rights following the
determination by CMS as to whether such entities meet the requirements for participation in the

Medicare program.

If you have any questions regarding this action, please contact ||| [ GTEGcGCGG

Sincerely,

Branch Manager
Non-Long Term Care Certification
& Enforcement Branch

Enclosure - CMS [}

Indiana Department of Health

Indiana Family and Social Services Administration

UNOS
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